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DETAILED ACTION 

The preliminary amendment to the claims filed 05/02/2005 has been entered. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

The claims are generally narrative and indefinite, failing to conform with current 
U.S. practice. They appear to be a literal translation into English from a foreign 
document and are replete with grammatical and idiomatic errors. One example of a 
grammatical error is found in claim 9 line 4 the phrase "having viscosity is lower than". 
For time purposes the examiner will not cite all instances of grammatical and idiomatic 
errors but will allow the applicants and the agents for applicants to review and amend all 
instances of grammatical and idiomatic errors on their own time. 

Claims 2-3,12-14 and 23 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. Specifically the phrase "usual auxiliary" 
is indefinite as to what types of auxiliaries are encompassed within the limitation of 
"usual". It is suggested by the examiner that specific examples or a Markush group of 
auxiliaries is brought into the claims. 

Regarding claims 4-1 1,15-22,24-31, the words "preferred and preferably" renders 
the claim indefinite because it is unclear whether the limitation(s) following the phrase 
are part of the claimed invention. See MPEP § 2173.05(d). It is suggested by the 
examiner to delete the words "preferred and preferably" and whatever further limitation 
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comes after those words, such as "preferably 1 ,4-buthanediol" are deleted. For 
examination purposes the examiner simply ignored the preferred embodiments in the 
claims. 

Claims 5,16 and 25 recites the limitation "main diol component" in lines 2. There 
is insufficient antecedent basis for this limitation in the claim. The examiner realizes that 
polyurethane can be comprised of a diol but polyurethanes can comprise numerous 
types of polyols besides diols, therefore it is not obvious or inherent from the recitation 
of polyurethane that it would constitute a diol component only a polyol component. It is 
suggested by the examiner to amend the claims 5,16 and 245 to recite the following 
"where the polyurethane is comprised of a main diol component" instead of "where the 
main diol component". To expedite the examining process the examiner still searched 
for a diol component as specified in applicants specification. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-4,8-9,11-15,19-20,22-24,28-29 and 31 are rejected under 35 
U.S.C. 102(b) as being anticipated by Garibaldi (US 6,296,604 B1, cited by applicants). 

Garibaldi teaches a biocompatible composition comprised of a precipitating 
polymer such as polyurethane, an adhesive and a magnetic embolic agent (including 
barium or tantalum), the polyurethane was dissolved in a biocompatible solvent such as 
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DMSO and EtOH. See col 2 lin 63-col 3 lin 7, lin 53-62, col 4 lin 13-23 and claims 1-9 
and 14. Regarding the limitation that the composition is used to fill or short-circuit a 
vascular cavity, Garibaldi teaches several uses for the composition to treat vascular 
defects including covering aneurisms and covering injured sections on the inside of a 
vessel, thus meeting the limitation of filling a vascular cavity. See col 8 lin 10-54. 
Regarding the limitations on the viscosity of the composition Garibaldi claims a viscosity 
between about 30 and about 1500 centipoise within applicants specified range, the 
examiner assumes the viscosity measurements would be conducted at room 
temperature. 

Claims 1-3,5-10,12-14,16-21 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Marinovic (EP 0 280,451, cited by applicants). 

Marinovic teaches polyurethanes prepared by mixing prepolymers of 
diisocyanate (including MDI) and polyols such as polypropylene glycol, the 
polyurethanes were useful as space filling adhesive sealants in surgery. See abstract, 
page 3 lin 14-58, page 4 lin 6-58 and page 6 lin 1 1-36. The polyurethanes within 
Marinovic could be used in a package containing separate compartments for the 
polymer and an aqueous solution containing a chain extender (meets limitation of usual 
auxiliary and solvent), the polymer and aqueous solution are conveniently mixed prior to 
use as space filling tissue adhesives. See claims 12-16. Regarding the limitations 
regarding MW of the polyurethane, Marinovac teaches that the polyglycol has an 
average MW of 650-5000 and the diisocyanate/polyglycol monomers are in a 2:1 ratio, 
therefore the MW of the entire polymer would be between 1 ,950-1 5,000, within 
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applicants specified range. Regarding the limitation that the diol component is HO-R'- 
OH, where R' stands for a C1-C8 alkylene group, polypropylene glycol is formed by a 
condensation of the C3 diol propylene glycol, as evidenced by applicants own 
specification polypropylene glycol is a special sub-group of diols and therefore meets 
applicants limitation above. See [0072] in US 2006/0008499 A1 patent application 
publication of 10/533,522. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-31 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Garibaldi (US 6,296,604 B1, cited by applicants) in view of Marinovic (EP 0 280,451, 

cited by applicants). 

Garibaldi is'disclosed above. While Garibaldi discloses the use of polyurethanes 
the patent does not detail the exact diisocyanate and polyol monomers that were used 
to produce the polymer and the patent is silent on the MW of the polyurethanes. 

Marinovic is disclosed above. 

Marinovic is used to primarily show that polyurethanes within applicants claimed 
MW range and formed by the condensation products of the specific diisocyanates and 
polyols as currently claimed by applicant was already known to be used as an adhesive 
sealant in surgery The advantages of the disclosed adhesives within Marinovic is its 
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application as a viscous liquid which can be sculpted, once in place the adhesive is 
rubbery and not brittle or subject to shattering and the adhesive is non-toxic. 

It would have been prime facie obvious to a person of ordinary skill in the art at 
the time the claimed invention was made to combine the art described in the documents 
above because Garibaldi discloses all of applicants claimed invention but is silent on the 
monomers used to produce the polymer and the polymers molecular weight while 
Marinovic discloses that polyurethanes within applicants claimed MW range and formed 
by the condensation products of the specific diisocyanates and polyols as claimed was 
already known to be used as an adhesive sealant in surgery. The motivation to combine 
the above documents would be to produce a composition comprised of a polyurethane 
an auxiliary and solvent useful for filling vascular cavities. The advantage of the 
disclosed composition with a polyurethane within a specific MW and produced by the 
condensation of specific monomers such as MDI and C1-C8 diols would be that the 
polyurethane would have a desirable viscosity which is rubbery when applied and not 
brittle and is non-toxic all of which are obviously desirable traits in surgical adhesives. 
Thus, the claimed invention, taken as a whole was prima facie obvious over the 
combined teachings of the prior art. 

Conclusion 

No claims are allowed. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to James W. Rogers, Ph.D. 
whose telephone number is (571) 272-7838. The examiner can normally be reached on 
8:30-5:00. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




MICHAEL G.HARTLEY 
SUPERVISORY PATENT EXAMINER 



